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Review responsibility means (1) the re-
sponsibility of the QIO to perform re-
view functions prescribed under Part B
of Title XI of the Act and the Social
Security Amendments of 1983 (Pub. L.
No. 98-21) and the regulations of this
part; (2) the responsibility to fulfill the
terms and meet the objectives set forth
in the negotiated contract between
CMS and the QIO; and (3) the authority
of a QIO to make conclusive initial de-
nial determinations regarding the med-
ical necessity and appropriateness of
health care and changes as a result of
DRG validations.

Significant quality of care concern
means a determination by the QIO that
the quality of care provided to a Medi-
care beneficiary did not meet the
standard of care and, while not a gross
and flagrant or substantial violation of
the standard, represents a noticeable
departure from the standard that could
reasonably be expected to have a nega-
tive impact on the health of a bene-
ficiary.

Skilled nursing facility (SNF) means a
health care institution or distinct part
of an institution that (a) is primarily
engaged in providing skilled nursing
care or rehabilitative services to in-
jured, disabled, or sick persons, and (b)
has an agreement to participate in
Medicare or Medicaid or both, and (c)
is not a religious nonmedical institu-
tion as defined in §440.170(b) of this
chapter

Standards means professionally devel-
oped expressions of the range of accept-
able variation from a norm or cri-
terion.

Subcontractor means a facility or a
non-facility organization under con-
tract with a QIO to perform QIO review
functions.

Substantial violation in a substantial
number of cases means a pattern of pro-
viding care that is inappropriate, un-
necessary, or does not meet recognized
professional standards of care, or is not
supported by the necessary documenta-
tion of care as required by the QIO.

Working day means any one of at
least five days of each week (excluding,
at the option of each QIO, legal holi-
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days) on which the necessary personnel
are available to perform review.

[44 FR 32081, June 4, 1979, as amended at 45
FR 67545, Oct. 10, 1980; 46 FR 48569, Oct. 1,
1981. Redesignated and amended at 50 FR
15328, 15329, Apr. 17, 1985; 51 FR 43197, Dec. 1,
1986. Redesignated at 64 FR 66279, Nov. 24,
1999, as amended at 64 FR 67052, Nov. 30, 1999;
77 FR 53682, Aug. 31, 2012; 77 FR 68559, Nov. 15,
2012; 78 FR 75199, Dec. 10, 2013]

Subpart B [Reserved]

Subpart C—Review Responsibil-
ities of Quality Improvement
Organizations (QIOs)

SOURCE: 50 FR 15330, Apr. 17, 1985, unless
otherwise noted. Redesignated at 64 FR 66279,
Nov. 24, 1999.

GENERAL PROVISIONS

§476.70 Statutory bases and applica-
bility.

(a) Statutory bases. Sections 1154,
1866(a)(1)(F), and 1886(f)(2) of the Act
require that a QIO review those serv-
ices furnished by physicians, other
health care professionals, providers and
suppliers as specified in its contract
with the Secretary.

(b) Applicability. The regulations in
this subpart apply to review conducted
by a QIO and its subcontractors.

[77 FR 68560, Nov. 15, 2012]

§476.71 QIO review requirements.

(a) Scope of QIO review. In its review,
the QIO must determine (in accordance
with the terms of its contract)—

(1) Whether the services are or were
reasonable and medically necessary for
the diagnosis and treatment of illness
or injury or to improve functioning of
a malformed body member, or (with re-
spect to pneumococcal vaccine) for pre-
vention of illness or (in the case of hos-
pice care) for the palliation and man-
agement of terminal illness;

(2) Whether the quality of the serv-
ices meets professionally recognized
standards of health care, as determined
through the resolution of oral bene-
ficiary complaints as specified in
§476.110, written Dbeneficiary com-
plaints as specified in §476.120, or the
completion of general quality of care
reviews as specified in §476.160.
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